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Document Processing Center (TS-790)
Office of Toxic Substances
Environmental Protection Agency

401 M Street, NW

Washington, DC 20460

Attn: Section 8(e) Coordinator (CAP Agreement)

On June 10, 1992 Monsanto submitted copies of study No. Y-68-5 for the chemical designated below. | was recently informed by
a Ms. Jennifer Welham at EPA that the copies of the study were incomplete. Enclosed are complete copies of the study.

This submission is pursuant to the TSCA Section 8(e} Compliance Audit Program and CAP Agreement #8ECAP-0036.

The information included herein is characterized as follows:

2,6-diethyl phenylazomethine

35203-08-8

i,B,2,b
Dermal LDy, Y-69-6

Submitted due to a moderate order of dermal toxicity in a test material

54

that has a potential for considerable human exposure.

4l See 8(e) docket BEHQ-0490-0927S; TR-84-039 Pilot

production.

at Teratology;

it should be noted that this summary may not highlight all adverse effects that EPA may judge to meet TSCA 8(e) reportability.

No information contained in this submission is trade secret or confidential business information.

Sincerely,

. R. Condray

irector, Regulatory Management

) e (314) 694-8883
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B) Skia Absorptioa WLD (Rabbits, Nixed Sex)

™he undiluted compound was applied in increasing doses at ineremesats of 0.2
fractional lag intervals te the closely clipped, intact skkia of Nev Jealand
white anle and female rabbits.

The treated areas werse covered vith plastic strips and the animnls held ia
wooden stocks for perisds wp to twenty- four hours, after Which time they vers
assigned to iadividual cages.

Sbeervations were sade for toxic symptoms and the viscers of ths test animmls
wvere exasined macrosoopicsally.

The 4nta are shosn ia Teble Il.

BEST COPY AVAILABLE
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DPERIMENTAL "IOCEDURE - (Contimwed)

C) Skin Irritatiem [Raddits, Mimed Sex)

T™he undiluted cempound vas applied to the slipped, iatact skin of albise male
and fomnle rudbits and remved after twenty-four hours. The application wae
covered with plastic stripe % retard evaporetion end sveid cestaninat ton.

Observetions were made ever a peried of several days for irritatien.

T™he data, scored sccordiag % the sethod of Draise, veedard and Celwry
(Joursal of Pharm, and Exp. Therepeutics, Yelume 82, Decenber, 154k) are shown
ia Table [II,

D) Rye Irritatien (Babhits, Wized Bex)

0.1 Milliliter of wadiluted muEpls was placed in the seajunctival sac of the
ﬂ‘tmotu‘ot&noduu—hu‘tmuhuummu‘n.b
over & period ¢f severel days for inflammtiasn.

mommmuuumwm-mcmmmm
bhg,mmnﬁ--u.:hh.ud.m‘uu

L) Vaper Inkelatioa (Male Rata)

Mm-u-unumwunummnw.muum-m.
mmhrmu‘nu-mmm-motmmw
Passing & stress of air through 67.0 grams of the sompeund coatained is a
250-ailliliter erlesmmmyer flask, Vapers from the flask passed iste s one liter
bSottle te remove dreplets and thee into the chamder,

mmwmmmrmum,n-muumn-
calidrated rotamster. This was sufficicnt to violeatly agitate the liquid,
Ho supplesentary air ws iatroduced mmumam“nlymwh
far the animls exygea requiremeats,

e animls were obeerved bri&-ﬂna‘oh«ﬂonmunum.mnn
held for ten days obesrvatisn them saerifised. T™he vissera were emmined

snefescepioally.
The data are shown {a Table V.

SeAYY .
Z.G-Dhglhliu.n Asome thine

4) Orul LDgo (Mata, Mixed Sex)

T™e Orsl LDy for male and femals rats was placed at 1490 milligrems per kilegrus
vith lower aai upper limits of 1340 to 1660 milligrams per kilegraa.

The compound was classed as ®ildly toxic by oral ingeation in smle and femmle rats.

BEST COPY AVAILABL:
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B) Skin Abserptisa LD (Baddits, Nined Sex)

mmu&xmw%mmumumﬂumu
uu”mmm-ﬂmprumub-ﬁ-ﬂum‘.n
kilegrem,

mmmcu-uu-‘-nuunmw-n-mumum
femle rebhits,
C) Sxia Irrisatisn (Madbits, Mined Sex)

thWun“f-hmmﬁMWMh
u\uc-u-o:-umnuhrnuu.

m-w-n—mnuum.r-mmsumwm.

5) Nye Irrttaticn (Mabhite, Mixed Sex) :
mmmcwunmmwmthmu‘Maﬂuh.
mm-u_mmﬂ.‘motnmnhlmummtum.

B) Vaper Inhalatisn (Male Mmts)

ulumhunindmoulmmunuumtowuah]
. obssrvation period.

Itmwmtmnmmmwmrnmthuotthmt.
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Veight Deee
Anima) Ne, - Sex es, m Pate
1~ Pemmle 2% 1000 Survived
2- Male 2% 1000 Died
3= Female 210 1000 Swurvived
& Male 2% 1000 Survived
5. Peamle 205 1000 Survived
6- Male 0 1260 Survived
7~ Pemmle 220 1260 Survived
8. mle M0 1260 Died
S. Femnle 190 1260 Died
10~ Male 225 1260 Survived
11. Pemnle 210 1580 Died
12- Nale 220 1580 Survived
13- Female 229 1580 Died
- Male 209 1580 Died
15- Femmle 218 1580 Died
16~ Male 250 2000 Died
17- Female 195 2000 Died
15~ Male 2y 2000 Died
1% Pemmle 220 2000 Died
20- Male 25 2000 Survived

DISCUSSION -

The Oral LDyg for mals and female rets was plased at 1490 smilligress per kilogram
vith lover and upper limits of 1300 teo MED silligrems per kilograa.

The eompound was classed as aildly texis Wy erel ingestiss ia male and fommle rets.

Survival time was one to four days vith mset deaths ecourring ia twe te three days.
Texie symptams included redused activity, poor appetite, weakasss, and cellapee,
At autopay there was hamorrhagic areas in the lungs, liver, and kidneys by

SacTrescopic examimation,
Surviviag animmls vere sacrificed nine days after desing. Macrossopic emmmimation
revealed wottled sreas of the liver and hemorrhagis areas in the lungs.

BEST COPY AVAILABLE
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TABLE II

mmmwwu.mmw Asemethine’
BY SKIN ABSORPTION 1N RANRITS

WWWb‘

veight Change
Voight ] S Baye later
Axisa) Ne, - Sex Ig. WA ig. Tate
1 - Male 2.3 200 + 0,1 Survived
2 - Temale 2.1 né * 0.) Survived
3 - Male 2.4 o + 0,1 Survived
N - Female 2.1 ™ ———— Disd -= & Days
9 - Male 2.2 1260 — Died == 5 Daye
6 - Temale 1.9 2000 e Died — 2 Dage
DISCUSSION -

mwumwuysmmmuwmwnuzuutmd
uhwtormsolniuwprw.ndm-vtmﬂnnim-pr
ilegras.
mmmcwdumuuuncuwwmumm
female rubbits.

Survival time was two to #ive days.
mmmlmdmuumpumlnmutwmu
animsls #4 through #6. Neduced appetite and activity were present in the
survivers fer twe to three days.

At antepay there was congestion of the liver and lungs macroscopically.

Surviving animals were sacrificed fourteen days after dosing. The viscern appeared
noreal by sacroscopic examination.

BEST COPY AVAILABLE
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TAMLE IU

SKIN IRRITATION IN RABBITS AVTER APPLICATION ¥
12,6-Disthylaniline Asomethine’

3ample Applied Undiluted

Antmal W, - Sex 1 Bour 24 Hewrs 48 Bowrs 72 _Eours 120 Bours 168 Nours

1 - Male 3 . 1 (¢} (+] °

2 - Yommle 2 3 (-] o o ]

3 - Nale 3 Y 1 L+ 0 0

Average 2.6 5.6 0.6 0.0 0.0 0,0
DI1SCUSSION -

The compound was classed as a moderate irritast when applied wndiluted to iatact
skin ofmale and female rabbits.

The averags Eaxisus score was 3.6 out of a possible 8 im twenty-four hours.

memuun“mmmumw.
Intmty-!mw-uhnm‘ﬁo-nut there was mild edomm en al)
animmls.

Slight redness was still present o2 twe of three eatimals in forty-eight hours.
All animals received & sere vithin seventy-two hours,

riq) -
o I nl".’ .
g A
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TABLE IV

EY B IRRITATION IR RABEITS AFTER APPLICATION OF
'2,6-Disthylaniline Anemethine’
Sample (0.1 Milliliter) Applied Undiluted

Nemsrical Evalmation At The End Of
Aaimal Bo,-Sex 1 Bour 24 Neowrs A8 Nowrs 72 Beurs 120 Newrs 168 Newrs

1 - Male 13 & M 0 8 IS

2 - Femle » 6 o ) ] 0 $

3 - Male w 57 » 26 6 2

Average 16,0 Q.6 M3 0.6 8.0 3.0
DISCUSSION -

The compound was classed as a severe eye irritant in mmle and female Febbits.
M™he averuge maximua score was 61.6 out of a poesidble 110 in twentyefour hours.

Considerable discomfort incledisng paving, inability te open lids, and squealing
by ens animml was recesded immediately fellewiag application.

Withis fiwe te ten mimutes there was marked erythema, slight edemm, and mild
lacrimatisa.

There was marind orythems and edoma with partial eversion of the lids in ome

hour. lacrimation had ceased,

In twenty-feur hours there was sufficient corneal cleudiness te mederately ebacure
iris details, copisus whitish discharge, and the iris gave a aluggish reaction to
light. Erythesm and edema remmined the same as for the one hour readiag.

After irrigation there was continued improvemsnt so that on the fifth day iris reactios
was normel and eerseal clarity was restored., Slight edema and mederats erythema
remmined.

In sevean days only slight to =ild redness remmined.

BEST copy AVAILABL.
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ig‘*‘ *AHLE ¥

a CNHALATION G7 '2,6-Dlethylaniline Azometiine' VAPORS 3 RATS

e

"'Fnc*iuwratun 1383i40 _DASDET csesscscsssssscrscesvanves 6 F.

siardigy Relstive Humidity Inside Chasber .cecccceccsscccencs 5 %

¥

iwount of Jample -- To StArt Lo.eceenieeeens 67.4 Srams
R OVEred cee.ecece-oees 66,2 Grems

Yaporized or .eft 1n

v é}£ ) eqUipEOBt c.ccseccsses 1.2 Grume (1.8%)
éff.f'.‘.&..“f:.‘.sﬁ ___Tate ____Observstions During Exposure
¥
P . = Male Survived There vas imsediate discoafort inciuding
‘ > - Kale Survived paving, insbility to open cyes, nasal and
. ocu.ar discharge ...
b U’_.l. Survived ir thirty misutes there was 44f04zult

- Mal arvived sreataing, slight lethargy, reduced
a:tivity, slow re’laxes ...
T ere wan £.. TRt amTovewent coward eat
-0 tesat,

P
it~ L - b

A;l’ . .ma.s survived the six nour exposure as vell ae the [oLlowing ten day

fo')aw.rmti.oq per- +d .
¥
¥ ¢ .an -~ -luded that the Vapors vers mildiy toxic unler conditions of the test,

. e cosiderunie digcomfort immediately cacluding pAWLGE, SaBe. and ocuiar

&‘j i.8.:- rge, and iaability to open eyes.

; tr tn;‘ minutes thers was difficult breathing and slight lethargy, redu-ed
: Coeavily, Ami 8low re:lzxes,

Then oo wzatio s contiaued “hroughhut e f-miTation tirze vith some alight
teyur - vement toward the eand.

LLignt vropchial raiss were present vneo vne aninais ware removed .row the chamber
and - i:iaued for trree to four days.

ALl an:mais survived the ten day observation period and were in good health at

acrsscopic examination

g anime s were sa-rificed ter lays alter tesl.
areas of pu.L.zary coagestion and siignt L.ver discoloration.
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3 ‘l ~ UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
w
i&::!§!$ WASHINGTON, D.C. 20460
4 m‘&“f

J. R. Condray

Director, Regulatory Management ‘
OFFICE OF

Monsanto Company
800 North Lindbergh Boulevard PR e st anees 0
St. Louis, Missouri 63167 S
APR 18 1995
. FEI§ ﬁqknowledges the receiptwpgginformation,s' mitted by
ot you;io:galézation under Sectioﬁ.ggeyﬁof}the Tox!/i¢ Substances
Control Act (TSCA). For your re'irthce, copies! of ‘the first

page(s) of your submission(s) are enclosed and display the TSCA
§8 (e) Document Control Number (e.g., B8EHQ- 0-0000) assigned by
EPA to your submission(s). Please cite W-1-1- = imbe
when submitting follow-up or supplemental information and refer
to the reverse side of this page for "EPA Information Requests' .

All TSCA 8(e) submissions are placed in the public files
unless confidentiality is claimed according to the procedures
outlined in Part X of EPA's TSCA §8(e) policy statement (43 FR
11110, March 16, 1978). Confidential submissions received
pursuant to the TSCA §8(e) Compliance Audit Program (CAP) should
already contain information supporting confidentiality claims.
This information is required and should be submitted if not done
so previously;. To substantiate claims, submit responses to the
questions in the enclosure "“Support Information for Confiden-
tiality Claims". This same enclosure is used to support
confidentiality claims for non-CAP submissions.

Please address any further correspondence with the Agency
related to this TSCA 8(e) submission to: '

Document Processing Center (7407)

Attn: TSCA Section 8(e) Coordinator
Office of Pollution Prevention and Toxics
U.S. Environmental Protection Agency
washington, D.C. 20460-0001

EPA looks forward to continued cooperation with your
organization in its ongoing efforts to evaluate and manage
potential risks posed by chemicals to health and the environment.

Sincerely,
ey £ E %o—v
‘Terf?lR. O'Bryé&n
Enclosure } qu 2 fAV Risk Analysis Branch

Recycled/Recyclable
% Printed with Soy/Canola Ink on paper that
contains at least 50% recycled fiber




Triage of 8(e) Submissions

M.
i ‘; ¢ LR ‘,," \‘
Date sent to triage: APR 2 U 395 NON-CAP \__ CAP
& //"""m\
Submission number: /ZZ /2 4 TSCA Inventory: ( Y N D

Study type (circle appropriate):

Group 1 - Dick Clements (1 copy total)

ECO AQUATO
Group 2 - Ernie Falke (1 copy total)
— —-:\‘
{ ATOX - SBTOX SEN w/NEUR

Group 3 - Elizabeth Margosches (1 copy each)
STOX CTOX EPI RTOX GTOX

STOX/ONCO CTOX/ONCO IMMUNO CYT10 NEUR

Other (FATE, EXPO, MET, etc.):

Notes:

THIS IS THE ORIGINAL 8(e) SUBMISSION; PLEASE REFILE AFTER TRIAGE DATABASE ENTRY

For Contractor Use Only

entire:document: éﬁ 1 2 pages

Notes:

Contractor reviewer : Eﬂﬁ -Date: "! L




CECATS\TRIAGE TRACKING DBASE ENTRY FORM
CECATS DATA:
cubmission # 8EHQ. QY 93 - 22 92 seo_P INFORMATION REQUESTED: FLWP . RY ACTIONS:
0501 NO INFO REQUESTED O ACTION Ri FORTID
-wvurr FLWP 0502 INFO REQUESTED (TECH) U7 STUDIES PLANNE DAINDE RW AY
C 0503 INFO REQUESTED (VOL ACTIONS) 0403 NOTIFICATION O WORKLD R THIERY
SUBMITTER NAME;__ (o0 o Lompany 0504 INFO REQUESTED (REPORTING RATIONALE) 0404 LABELMSDS (VIANGH S
DISPOSITION: 0405 PROCESSHANDI ING CHANGH S
<063YREFER TO CHEMICAL SCREENING 0406 APPUSE DISCONTINUED
0678 CAP NOTICE 0407 PRODUCTION DISCONTINUED
0408 CONFIDENTIAL
SUB. DATE: OQ’ o3 OTS DATE: O"f!lsl 3 CSRAD DATE: QS?/&‘{/CLS
3 < —t
CHEMICAL NAME: \ CAS#
25 203-08- 8
INFORMATION TYPE: PLFEC INFORMATION TYFE: PEC INFORMATION TYPE: PEC
0201  ONCO (HUMAN) 01 0204 0216 EPICLIN 01 0204 0241 IMMUNO (ANIMAL) 01 02 14
0202  ONCO (ANIMAL) 010204 0217  HUMAN EXPOS (PROD CONTAM) 01 0204 0242  IMMUNO (HUMAN) 01 02 04
0203  CELL TRANS (IN VITRO) 010204 0218  HUMAN EXPOS (ACCIDENTAL) 01 0204 043  CHEM/PHYS PROP 01 02 04
0204  MUTA (IN VITRO) 01 02 04 0219  HUMAN EXPOS (MONITORING) 01 0204 0244  CLASTO (IN VITRO) 01 02 04
0205  MUTA (IN VIVO) 010204 0220  ECO/AQUA TOX 010204 045  CLASTO (ANIMAL) 01 02 (4
0206  REPRO/IERATO (HUMAN) 01 0204 6221  ENV. OCOCRELFATE 010204 0246  CLASTO (HUMAN) 01 02 04
0207  REPRO/TERATO (ANIMAL) 0 0204 0222  EMER INCI OF ENV CONTAM 010204 0247  DNA DAM/REPAIR 010204
0208  NEURO (HUMAN) e 0223  RESPONSE REQEST DELAY 010204 0248  PROD/USEPROC 01 02 04
0209 NEURO (ANIMAL) 0o i 747} PROD/COMP/CHEM ID 010204 0251 MSDS 01 02 04
0210  ACUTE, TOX. (HUMAN) ol 0204 0225  REPORTING RATIONALE 010204 0299  OTHER o1 02 04
0211  CHR. TOX. (HUMAN) 010204 026  CONFIDENTIAL 01 6204
ACUTE TOX. (ANIMAL) % L 0227  ALLERG (HUMAN) 016204
SUB ACUTE TOX (ANIMAL) 00204 028  ALLERG (ANIMAL) 010204
0214  SUB CHRONIC TOX (ANIMAL) 010204 0239  METABPHARMACO (ANIMAL) 010204
0215  CHRONIC TOX (ANIMAL) 010204 0240  METABFHARMACO (HUMAN) 010204
ONGOING REVIEW SPECIES TC2 ICOLOGICAL CONCERN: USE: PRODUCTION:
RAT
YES (DROPREFER w
®© ) RET Lo
CAS SR NO _ NO (CONTINUE)
14 T RN REFER HIGH
Lommerly Bebg - o490 —SRATS
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ACUTE ORAL TOXICITY IN SPRAGUE-DAWLEY RATS IS OF LOW CONCERN BASED
ON AN LD50 OF 1490 MG/KG. DOSAGE (GAVAGE) AND MORTALITY DATA ARE AS
FOLLOWS: 1000 MG/XG (1/2 M, 0/3 F); 1260 MG/KG (1/3 M, 1/2 F); 1580
MG/XG (1/2 M, 3/3 F); AND 2000 MG/KG (2/3 M, 2/2 F). CLINICAL SIGNS
INCLUDED REDUCED ACTIVITY, POOR APPETITE, WEAKNESS, AND COLLAPSE.
GROSS PATHOLOGICAL SIGNS INCLUDED HEMORRHAGIC AREAS IN THE LUNGS,
LIVER, AND KIDNEYS.

ACUTE INHALATION TOXICITY IN RATS IS OF LOW CONCERN. DOSAGE (6-
HOURS) WAS NOT REPORTED; MORTALITY WAS 0/4 MALE. IMMEDIATE CLINICAL
SIGNS WERE DISCOMFORT INCLUDING PAWING, INABILITY TO OPEN EYES, AND
NASAL AND OCULAR DISCHARGE. AFTER 30-MINUTES, CLINICAL SIGNS
INCLUDED DIFFICULTY 1IN BREATHING, SLIGHT LETHARGY, REDUCED
ACTIVITY, AND SLOW REFLEXES. THERE WAS SLIGHT IMPROVEMENT TOWARD
END OF TEST. GROSS PATHOLOGICAL SIGNS INCLUDED PULMONARY CONGESTION
AND LIVER DISCOLORATION.

ACUTE DERMAL TOXICITY IN RABBITS IS OF MEDIUM CONCERN BASED ON AN
LD50 BETWEEN 501 MG/KG AND 794 MG/KG. DOSAGE AND MORTALITY DATA ARE
AS FOLLOWS: 200 MG/KG (0/1 M); 316 MG/KG (0/1 F); 501 MG/KG (0/1
M); 794 MG/KG (1/1 F); 1260 MG/KG (1/1 M); AND 2000 MG/KG (1/1 F).
CLINICAL SIGNS INCLUDED WEAKNESS, COLLAPSE, REDUCED APPETITE AND
ACTIVITY. GROSS PATHOLOGICAL SIGNS INCLUDED CONGESTION IN THE LUNGS
AND LIVER.

ACUTE DERMAL IRRITATION IN RABBITS IS OF MEDIUM CONCERN BASED ON
MODERATE IRRITATION AND A WELL-DEFINED ERYTHEMA WITH NO EDEMA (2/2
M, 1/1 F) FROM A 24-HOUR OCCLUDED EXPOSURE TO A SINGLE DOSE (AMOUNT
NOT REPORTED) .

ACUTE EYE IRRITATION IN RABBITS IS OF MEDIUM CONCERN BASED ON
SEVERE IRRITATION (DRAIZE SCORE OF 61.6/110 AT 24 HOURS) . ERYTHEMA,
SLIGHT EDEMA, AND MILD LACRIMATION (2/2 M, 1/1 F) OCCURRED FROM A
24 -HOUR BEXPOSURE TO 0.1 ML. AFTER 24-HOURS, THERE WAS CORNEAL
CLOUDINESS AND COPIOUS WHITISH DISCHARGE, BUT IRIS REACTION WAS
NORMAL AND CORNEAL CLARITY WAS RESTORED BY THE FIFTH DAY.




